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Introduction - study phases

Phase 1 = to evaluate safety of a new drug
- To find the RP2D: recommended phase 2 dose

Phase 2 = to further assess safety, as well the effectiveness of a new drug

Phase 3 = to compare the effectiveniss and safety of the new treatment versus current treatment

Based on the evidence of studies 2 EMA (European Medicines Agency) can approve drug(s)

Per country different timelines concerning approval and reimbursement of treatment regimens
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Newly diagnosed MM

Transplant eligible - role of autologous stem cell transplantation

Is there still a role for autologous stem cell transplant?
|. FORTE trial
. Long term follow-up EMN-2/HOVON95 study

lII. IFM 2009 trial - long term follow-up
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1)),
Newly diagnosed MM

Transplant eligible - role of autologous stem cell transplantation

Is there still a role for autologous stem cell transplant?

|. FORTE trial YES
. Long term follow-up EMN-2/HOVON95 study YES
lII. IFM 2009 trial - long term follow-up YES

Note: these studies don’t contain daratumumab - effect on role ASCT?
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Take home messages

Myeloma field is evolving rapidly
Addition of daratumumab in first line in near future?
Still a role for autologous stem cell transplant

New combinations with anti-CD38, IMID and/or PI for early relapsed MM

Development of new promising agents
- CAR-T, bispecifics and many more...
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